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July 13,2026

Administrator Mehmet Oz

Centers for Medicare & Medicaid Services
200 Independence Avenue, SW
Washington, DC 20201

Dear Administrator Oz,

As members of the Heart Valve Disease Policy Task Force, a national group of 30 leaders
including clinician and patient advocates, we appreciate the opportunity to comment on the
National Coverage Decision (NCD) proposed decision memo for Transcatheter Aortic Valve
Replacement (TAVR).

We commend CMS for proposing significant updates that reflect the maturity of TAVR’s
evidence base and the evolution of real-world clinical practice. We strongly support many
elements of the proposal, including:

¢ Providing national coverage for symptomatic severe aortic stenosis (AS) without
Coverage with Evidence Development (CED);

¢ FEliminating facility volume requirements;

e (Clarifying operator volume requirements;

e Streamlining patient evaluation requirements;

e Providing greater flexibility regarding Heart Team participation during TAVR procedures.

These changes represent important steps toward reducing barriers to care and improving access
for Medicare beneficiaries with AS, a progressive and life-threatening condition.

We are particularly encouraged by CMS's proposal to sunset CED for symptomatic severe AS.
The evidence supporting TAVR has matured substantially over the past decade, and the
procedure is firmly established as a standard-of-care treatment.! As TAVR has become widely
and safely adopted across diverse patient populations, continued CED no longer reflects the
realities of contemporary practice. Eliminating CED appropriately aligns Medicare policy with
current clinical evidence and will reduce administrative burdens that can delay care and limit
patient access.
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We also strongly support the removal of facility volume requirements. Expanding the number of
hospitals able to offer TAVR can help improve geographic access to care, particularly for patients
in rural, underserved, and socioeconomically disadvantaged communities. Evidence shows that
patients living in low-population-density areas face disproportionate barriers to accessing TAVR,
and that increasing the number of hospitals offering the procedure significantly reduces
geographic access inequality. 2 Access to life-saving therapies should not be determined by a
patient's proximity to a high-volume center when quality care can be delivered closer to home.

We also appreciate CMS’s proposal to reduce operator volume requirements, which
meaningfully modernizes the NCD and supports broader patient access to TAVR while
maintaining a strong emphasis on quality and outcomes. By moving from legacy surgical metrics
to standards based on recent transcatheter valve experience, CMS focuses operator expectations
on the skills most associated with safe, high-quality TAVR performance. This update also
removes structural barriers that have disproportionately affected emerging and underserved
programs, helping ensure that capable operators can meet standards through active engagement
in transcatheter valve care rather than historical surgical caseloads.

We further support CMS’s proposal to modernize the patient evaluation process by allowing
greater flexibility in how patients are assessed for TAVR. Under the proposed NCD, the
longstanding requirement that both a cardiac surgeon and an interventional cardiologist conduct
separate in-person evaluations would be replaced with a more streamlined approach: a single
in-person evaluation by either specialist, supplemented by remote review of medical records for
the second assessment. This update reflects contemporary clinical practice, reduces unnecessary
burdens on patients, particularly those with mobility limitations or who live far from specialty
centers, and preserves the rigor of multidisciplinary decision-making. Recent analyses also show
that mandated specialist visits and imaging requirements are major contributors to treatment
delays, independent of patient risk.*> By enabling initial screening to occur remotely while still
ensuring an in-person evaluation by a qualified specialist, CMS appropriately balances patient
access, safety and efficiency.

While we appreciate CMS's efforts to modernize the NCD, we remain concerned that the
proposed policy continues to require CED for patients with asymptomatic severe AS. We are
encouraged that CMS recognizes this patient population within the NCD; however, requiring
participation in a CMS-approved study may continue to create barriers to timely treatment.

Emerging evidence suggests that earlier intervention in appropriately selected patients with
asymptomatic severe AS may prevent irreversible cardiac damage, reduce downstream
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morbidity, and improve long-term outcomes.* Coverage policies that rely on symptom onset
alone risk delaying care until disease progression has already occurred. As additional evidence
becomes available, we encourage CMS to establish a pathway toward broader national coverage
for asymptomatic severe AS and ensure that patients do not experience unnecessary delays in
receiving evidence-based treatment.

Thank you for the opportunity to provide these comments. We appreciate CMS's commitment to
modernizing coverage policy and look forward to continued collaboration to improve outcomes
for patients with aortic stenosis.
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